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WARNING LE~.R., -- ..-
VIA IIXPKESS

Rity NM] Rmlojcvic
Mcdi-Royalc PasIex Inc.
7475 Kimbel Street, Unit N
Mississrtuga, Ontario 1.5S IB7

War Mr. Rmlojevk,

During an inspection of your firm [m%cd in Mississauga, Onmrifl, on December 6-8, 1999,
our invcmigator determimxl llYWym.wfirm rnanufacturcs medical adhesive banthgm. These
bandages are devk= as rkfkd by Section 201(h) of the Federal, Food, Drug, and Cosmetic
Act (the Act).

\

The above-stakd inspection rewa Id M these devices are aduhcratcd withh] the meaning of
Seaion 501(h) of the Act, in that [hc medmds used in, or Ihc facilhies or controls used for
rnant.tfacturing,packing, storigc, or installation are not in eonforrnance with the Quality
System Regulation, as specified in “I”itle21, Code of Federal Regukition (CFR), Part 82(.),as-... “f-
ollows:

1,

2.

Management with executive mspcmsibilily has not ensured that an adeqtla[e and cff~tivc,
~yalhy systcm has hccn fully implemented and rnaintainccl_a[.all levels of the organization
as required by 21 CFR 820.20(a).
SpeeificalIy, the firm has failed to establish (i.e. approve and implement) quality
procedures including, kr example: (a.)Quality Policy, (b,)Management Review, (c.)
Training, (d.) Purchasing, (e.)Production and Process Controls, (f,)Correctivc and

-,

Preventive Aclions, and (g.)Non-conforming Product. ..

processes, whose results cannot be fully verified by subsequent inspection and test, have “
not been validated and approved according KJestablished procedures as required by 21
CFR 82U.75(a). Specifically,
a.) the current elhylctm oxide (EO) sterilization process for plastic strip and ftcxiblc
bmkdgcs (bulb Iakled as steriIe) has not been validated m include for example, proecss
qualificadon and DO residue testing;
b.) the packngjng process for sterile bandages has not been validated to ensure strength
and integrity of the seal as wel I as packaging cornpatability to the 110process;

n of the adhesive plwux manufacturing machines-
h~s MLbeen documented; and
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3.

4.

5.

6.

7,

d.) the prowss for manufacturing lxxh ~Mic strip and tlexibk bandages consists of
multiple steps (including ~ the skrilc bnrrier) pwfor[ned (each) on a single
cquiprnent unit that is people cieperdml. Continuous operator intsrven[ion is required,
affecting device placement inside the primary s~rilc barrier. The manllfacturing process
has not been validated. 6—

Incoming product is not mlequiilciy inspected or tested 10verify confmnmwc to
Specifications m required by 21 CFR 820.80(b) Specifically, the “*
Biologkal hldicators (Bl)~.used during EO sterilization WC no~’beentested to
verify purported strength. Further, [here is no Iab!eing idcmifying the strength of the BI.

Appropriate procedures have not been rWablishcd (defined and implemented) for
controlling cnvircmmental wnditions as required by 21 CFR 1120.70(c).Specifically,
procedures for testing bioburdcn have not been Wined and there is no documentation of
acceptable bioburden Iimts.

Device History Records @HRs) arc incomplete and fail 10dcmonst.rate t.hal the plastic
strip and flexible bandages arc manufactured in mxmrdance with dcvicc specifications as

d

required by 21 ‘FR 820184(d), Specifically, sterilization hatches *
~and identify pressures (for multiple cycle phases) (hat.fail to meet custom
suxilizing conditions. The records also fail to specify preconditioning tcmpcralure and
relative humidity. Tnaddition, dlere is no ducumcntation that thew records were revieived
and approved, by dw finished device manufacturer.

Adequate quality requircrnen~ tilat must be met by contractors are not established as
required by 21 CFR 820,50 (a)(l). Specifically, there h~s lxxx no audit of contract
laboratories that provide services for lhe verification of swrili[y of plastic strip and
flexible bandages.

Failure to establish wriLLcnprocedures fur the timely and effective communication and
identification of Medical &wicc Reportable (MDR) cvcm as required by 21 CHl
820. 19S(@(l) and (3) . Specifically, there is no standard review process or reporting
forms on fiIe.

We acknowledge ruipl of your December 13, 1999, response to the form FDA 483;
however, wc request thm you provide all information documenting the promixd corrections.
This should include, but is not Iirni[cd to written procedures, training records validation
protocols and summary reports, new ccmtmct agreements concerning sterjlimticm operations,
meeting summaries with suppliers, CCC.In Themeantime, please do not delay in rcsponc)ingto
this Warning IxAkr within the time frdmc given below,
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This ]ettcr is rrol imcnded to bc an all-inclusive list.of deticienciw al your facility. !1is your
responsibilityy to ensure adherence to each refjuircment of the Act and regulations. The
specitic violations noted in this letter and in the form FDA 4$3 issuedal tiICconclusionof the
inspection may be symptumalic of serjous underlying problems in your firm’s manufacturing
and quality assurance system. You are responsible for investigating and determining the
causes of the viokitions identified by the Food and Drug Adminiswation. [f Luecauses are
determined w be systems probkm~, you must promptly inilia[c permanent corrective actions.

Fcderal agencies am advised of the issuance of all Wdrning Letters abuu[ dcviccs so that lhey
may take this information into account when considering cheaward of ccmcracts

Given the serious nature of these violations of the Act, all adhesive bandages manufactured by
MccIi-RoyaIePastex Inc. of Missisaauga, Omariomaybe Waid upon entry into the United
States (U.S.) until thew violations are corrccttd and verified by a passing FDA inspection.

in order w remove the devices from possible detention, it will be necewary for you to provide
a written respomw to the chmges in this Warning Letter for our review. Akr we notify you
that the response is adequate, it will be your respunsibilicy to scheciuJean inspection of your
faciJity. As soon as the inspection has Edmnplace, and the implementation of your corrections
have been veritled, your products may rwunc entry into this coumry.

Please notify this otlice in wriling within 15 diiys of the specific steps you have taken w
correc[ [hc no[ed violations, including an explanation of each step being fidiento identify and
make correction tu any underlyings ystcms problems nemssary to assure that similar violations
will not recur. Please include any and all documenhtion to show that adequate eormxion has
been achieved. In the case of future corrections, an rxwimmcddate of cornplc~ion, and
documentation showing plans for correction, should be included with your response to this
Icttcr. If documentation is not in English, please provide m English translation to facilhatc
our review. Please address your reapunw and any questions to the Food and Drug “
Administration, Ccmer for Devices and Radiologicd Health, office of Compliance, Division
of lWorccmcnt H, General Hospital Devices Branch, HFZ-333, 2098 Gaither Road,
RockvilIe, Maryland 20850, IOthe attention of Ms. Carolyn Niebducr.

Should you require my assistance in understanding the contents of this letter, do not hesitate to
contact Ms. Rehem.a Keenan at 2098 Gaithcr Rd. Rockvillc, MD or at (301) 594-4618 or
FAX (301) 594-4638.

Sincerely yours,

~!’s’’’’’’’’’f-’
Offhx of (%mplimcc
Center fur Devices and

Radiologicd Iledh


